AUTHENTICATED
U.S. GOVERNMENT
INFORMATION

GPO

§800.55

within 5 working days after the appeal
is filed, but not later than 20 calendar
days after receipt of a detention order,
the presiding officer shall hold the
hearing at a date agreed upon by FDA
and the appellant. The presiding officer
shall decide whether to affirm or re-
voke the detention within 5 working
days after the conclusion of the hear-
ing. The detention period extends to
the date of the decision even if the 5-
working-day period for making the de-
cision extends beyond the otherwise
applicable 20-calendar-day or 30-cal-
endar-day detention period.

(7) If the appellant appeals the deten-
tion order but does not request a regu-
latory hearing, the presiding officer
shall render a decision on the appeal
affirming or revoking the detention
within 5 working days after the filing
of the appeal.

(8) If the presiding officer affirms a
detention order, the devices continue
to be detained until FDA terminates
the detention under paragraph (j) of
this section or the detention period ex-
pires, whichever occurs first.

(9) If the presiding officer revokes a
detention order, FDA shall terminate
the detention under paragraph (j) of
this section.

(h)(1) Movement of detained devices.
Except as provided in this paragraph,
no person shall move detained devices
within or from the place where they
have been ordered detained until FDA
terminates the detention under para-
graph (j) of this section or the deten-
tion period expires, whichever occurs
first.

(2) If detained devices are not in final
form for shipment, the manufacturer
may move them within the establish-
ment where they are detained to com-
plete the work needed to put them in
final form. As soon as the devices are
moved for this purpose, the individual
responsible for their movement shall
orally notify the FDA representative
who issued the detention order, or an-
other responsible district office offi-
cial, of the movement of the devices.
As soon as the devices are put in final
form, they shall be segregated from
other devices, and the individual re-
sponsible for their movement shall
orally notify the FDA representative
who issued the detention order, or an-
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other responsible district office offi-
cial, of their new location. The devices
put in final form shall not be moved
further without FDA approval.

(3) The FDA representative who is-
sued the detention order, or another re-
sponsible district office official, may
approve, in writing, the movement of
detained devices for any of the follow-
ing purposes:

(i) To prevent interference with an
establishment’s operations or harm to
the devices.

(i) To destroy the devices.

(iii) To bring the devices into compli-
ance.

(iv) For any other purpose that the
FDA representative who issued the de-
tention order, or other responsible dis-
trict office official, believes is appro-
priate in the case.

(4) If an FDA representative approves
the movement of detained devices
under paragraph (h)(3) of this section,
the detained devices shall remain seg-
regated from other devices and the per-
son responsible for their movement
shall immediately orally notify the of-
ficial who approved the movement of
the devices, or another responsible
FDA district office official, of the new
location of the detained devices.

(5) Unless otherwise permitted by the
FDA representative who is notified of,
or who approves, the movement of de-
vices under this paragraph, the re-
quired tags shall accompany the de-
vices during and after movement and
shall remain with the devices until
FDA terminates the detention or the
detention period expires, whichever oc-
curs first.

(i) Actions involving adulterated or mis-
branded devices. If FDA determines that
the detained devices, including any
that have been put in final form, are
adulterated or misbranded, or both, it
may initiate legal action against the
devices or the responsible individuals,
or both, or request that the devices be
destroyed or otherwise brought into
compliance with the act under FDA’s
supervision.

(J) Detention termination. If FDA de-
cides to terminate a detention or when
the detention period expires, whichever
occurs first, an FDA representative au-
thorized to terminate a detention will
issue a detention termination notice
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